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INTRODUCTION

The U.S.-Japan Trade Study Group (TSG) is a bilateral group, consisting mainly of
Americans from the U.S. business community in Tokyo and Japanese businessmen, all acting in
an individual capacity. Their link in common is a dedication to free trade.

TSG's purpose is to promote the growth of trade and investment between the two coun-
tries. Its primary approach is to examine apparent problems of access to the Japanese market, to
establish the facts as fully as possible in these cases, and to recommend initiatives or corrective
action that would help solve the trade and investment problems found to exist.

TSG's focus on barriers in Japan does not imply that no such barriers exist in the United
States. It stems from the fact that TSG's members, all of whom live and work in Japan, are in
first-hand contact with those who perceive hindrances to market access in their working experi-
ence. We recognize that problems also exist for Japanese and other foreign firms operating in the
U.S. market, and it is hoped that a sister organization to TSG will soon be formed in the United
States to work with us in broadening our coverage of market access issues.

That TSG has been active in Japan since 1977, in the absence of a sister organization in
the United States, also reflects the fact that bilateral trade in recent years has been heavily in
Japan's favor- to an extent that bas been politically difficult to accept in the United States. The
risk has grown that artificial barriers may be imposed in response, an outcome that would be
strongly against the long-term interest of both countries and of the world at large. Finding and
removing barriers in Japan as one means of increasing the flow of goods, services and investment
in the other direction - from the United States to Japan - thus appears to call for some priority

of attention.
This report documents in some detail the substantial progress made in removing trade

and investment barriers since TSG's previous progress report in 1980. It also spells out the prob-
lems that remain - some affecting specific industries, others having a broad impact on trade or
investment generally - and recommends constructive steps that can assist in their solution.

Progress is a matter of continuing change, and in some sectors the pace of progress in
resolving questions of Japanese market access is quickening. This report describes the situation as
of mid-1984. The reader should bear in mind that some of the barriers described may have been
lowered or removed by the time of reading.

TSG hopes that the report will assist all those in both countries who are seeking to end
trade friction and to promote free trade. In particular, it is our desire to contribute facts for
informed discussion of the issues and proposals that will stimulate effective action on those issues.

The assistance and information provided by both governments during the preparation of
the report are acknowledged with thanks. The opinions and recommendations found in the
report, however, are solely those of TSG.



It is impossible to mention individually all the people who contributed to the writing of
this report. But we want to express to them our- deep.v,preciation for their work. The report is
the embodiment of their experiences, their insights, and their dedication to improved bilateral
relations. We also want to express our gratitude to the members of the Editorial Committee who
worked so long and so hard to prepare the final draft for publication: Joan V. Allen, Lawrence
Bruser, Keiji Miyakawa, Tsugio Kusajima, and Robert Mcilroy.

All of the members of TSG express their deep appreciation to Michael K. McAbee, Asia
Correspondent of Industry Week. He has worked tirelessly over many months to convert our
crude drafts of material into a properly edited, well-formatted manuscript. His advice on style,
technical matters and general content of the report has been invaluable. We give him a well
deserved domo arigato gozaimashita.

Wb« Pt %&

Hubert C. Peltier Hideo Nakajima
Co-Chairman, TSG Co-Chairman, TSG
President, Sr. Mng. Director,
MERCK SHARP & DOHME KANEBO FOODS LIMITED

RES. LAB.-JAPAN
¢/0o MSD (JAPAN) Co., LTD.






cial considerations and should afford U.S. suppliers adequate
opportunity to compete.

Direct investment by foreigners is generally unrestricted
in the United States. The worldwide unitary method by which
some states tax corporate income, however, is viewed in
Japan a a substantial disincentive to investment. Japan,
meanwhile, continues to require prior notice of all inward
direct investments. American sources also point out that
some Japanese industries ostensibly open to foreign direct
investment are in fact closed due to administrative guidance
by the ministries involved. Examples are underwriting and
auditing (supervised by the Ministry of Finance) and ware-
housing, stevedoring and trucking (Ministry of Transport).

Generic Problems

Some non-tariff barriers may affect only a few goods or
services, but others obstruct trade over a broad front. Such
NTBs - in customs valuation methods and clearance proce-
dures or government procurement policies, for example -
are generic trade problems with far-reaching effects.

Removing generic NTBs is a major aim of the Tokyo
Round GATT Codes drafted in 1979, all of which were
adopted by Japan. Four of them - the Standards Code, Gov-
emment Procurement Code, Customs Valuation Code and
Import Licensing Code - together cover many of the generic
NTBs that foreign firms had perceived in Japan. Great prog-
ress has been made in eliminating barriers within the scope of
these Codes.

1. Standards Code

Japan has conformed well with this Code - drawing
upon international standards when drafting or revising techni-
cal regulations, replacing design restrictions with perfor-
mance tests in several standards, giving prior notice of intent
to draft or revise standards, and taking foreign comment into
account in standards-drafting. Overseas firms have gained
access to Japanese certification systems and marks of ap-
proval. However, Japan still does not accept such certifica-
tions issued in other countries. A continuing problem outside
Code jurisdiction is the lack of transparency in Japan's stan-
dards-writing process. To liberalize the system to European
or U.S. levels of openness requires greater foreign participa-
tion on the industry association panels that prepare prelimi-
nary drafts of Japanese standards than Japan has accepted so
far.

2. Customs Valuation Code

One of the few remaining problems with customs valua-
tion is Japan's method of assessing the value of goods im-
ported in "related-company" transactions. A substantial
volume of Japanese imports move from offshore offices to
domestic offices of the same trading firm. The uplift in asses-

sed value of such goods for customs purposes bears heavily on
such traders.

A major step toward ending widespread complaints
that identical goods are assigned different customs classifica-
tions at various Japanese ports was taken in 1983, whereby
the Ministry of Finance on request will issue advance rulings
on classifications that will be honored at all ports of entry.
Much has also been done to provide means for fair and impar-
tial hearings of grievances regarding customs valuation and
classification, in conformity with the Code.

Cumbersome clearance procedures are today's leading
problem in entry of goods into Japan. The basis for Japanese
regulation is that trade is prohibited until trade officials grant
permits to "clear" the "impounded” goods. The unnecessary
delays that result discourage importers and impair trade as
surely as would high tariffs. To improve entry administration
to a level of openness and efficiency befitting Japan's leading
role in world trade, TSG recommends a number of specific
amendments to the Customs Law and the Cabinet Order for
its enforcement, and certain changes in practice that could
readily be made under the existing Law and Cabinet Order.
(TSG realizes that, in some cases, means may exist to make
such changes short of amending the law itself.)

3. Import Licensing Code

Japan has taken no substantive action to comply with
this Code. The Foreign Exchange and Foreign Trade Control
Law as amended in 1979 contains excellent provisions regard-
ing import licensing that should receive prompt implementa-
tion.

Import restrictions seem through interpretation to be
added or deleted at the discretion of Japanese trade adminis-
trators. The published list of items under import quota, for
example, has often been expanded by administrative in-
terpretation. Positive action should be taken at the highest
level of government to prevent lesser authorities from in-
stituting practices that impede the flow of trade.

Allocation of import quotas is far from transparent.
Since a quota allocation is a privilege given by the government
to a private entity, all applicants should be able to compete on
an equal footing. Yet actual quotas currently held hr trading
firms and others are not now made public. An open system
such as auctioning of licenses to obtain allocations -
suggested by the Japan-U.S. Businessmen's Conference -
would either confirm or end suspicions that allocations are
being held by Japanese entities which are not using them.

4. Government Procurement Code

Japan has generally conformed to the transparency
requirements of this Code. The greatest difficulties for poten-
tial overseas suppliers stem from Japan's restrictive interpre-
tations of points where the Code allows the tendering govern-
ment some latitude. For example, the 30-day minimum



period of notice of procurement set by the Code is the
maximum allowed by most Japanese government agencies.
Also, many competent foreign suppliers are eliminated from
competition by the practice of assigning ", ;ades" to suppliers
on the basis of their financial strength.

The Code covers procurement by ", ;encies and enti-
ties" of the Japanese government, including Nippon Tele-
graph and Telephone Public Corp. (N'IT), which spends
some $2.5 billion a year for procurement. However, N T f
purchases of "public telecommunications equipment" is
specifically excluded from Code coverage. For this reason, a
separately negotiated bilateral pact, the U.S./Japan A, eement
on Telecommunications Procurement, came into force simulta-
neously with the Code in Japan. The A, eement was renewed
in January 1984 for a second three-year term, with new provi-
sions that should improve foreign access to N T f procurement.
Whether it will be binding on N I T after its expected reorga-
nization as a semi-private company in 1985 is uncertain. N T f
procurement is discussed from another perspective in Chap-
ter 5: High Technology.

S. Market-Opening Measures

Another approach to trade troubleshooting by the
Japanese government was signaled in 1982 by the release a
Cabinet level of the first of a series of "packages" of market-
opening measures that have ranged from tariff reductions and
changes in regulations to legislative proposals for amending
restrictive features of Japanese laws.

The stated aim of these packages, five of which have is-
sued as of mid-1984, has been to increase imports of manufac-
tured goods and some agricultural products and to bring trade
administration closer to international norms. Results to date
have been mixed. Key points of the five packages are discus-
sed and their effectiveness evaluated.

6. Office of Trade Ombudsman

As a means of monitoring compliance with the market-
opening packages, the first of them provided for a new, gov-
ernment-wide channel for bringing grievances. The Office of
Trade Ombudsman (OTO) was established to provide both a
forum for NTB complaints and liaison among government
agencies with the goal of prompt handling and clear resolu-
tion of grievances by the proper agency. O TO has been a
valuable tool for tracing trade problems to their root. TSG
estimates that perhaps two-thirds of the complaints brought
to date have been resolved to the complainant's satisfaction.
But some firms have been reluctant to bring grievances to
OTO for fear of retaliation or of disturbing their established
relations with the regulatory agency involved.

OTO has good potential for resolving trade problems,
but needs more authority to negotiate settlements. In April
1984, OTO's charter was broadened to include the handling

of grievances related to foreign direct investment in Japan.
TSG recommends that its charter be further broadened to in-
clude grievances related to trade in services.

Problems in Specific Product Areas

TSG has investigated trade problems specific respec-
tively to eight , oups of manufactured or processed goods.
In most cases there has been significant pro, .ess in removing
Japanese trade barriers. Substantial problems still face U.S.
suppliers, however. In product areas other than those re-
ported below, either there are no significant trade barriers or
the firms encountering such problems have not come forward
with them.

1. Automobiles

For witnessed testing and certification, the Ministry of
Transport (MOT) has begun accepting sample vehicles of a
representative model within a family of models, replacing the
previous requirement for sample vehicles of every model in
the family. This reduces the total workload of certification.
For type designation, MOT now accepts durability data in-
stead of requiring test vehicles for durability trials in Japan,
and is accepting data obtained abroad by test procedures
considered nearly equal to the corresponding Japanese pro-
cedures. MOT has a, eed to informal discussions of U.S.
proposals to simplify homologation requirements.

Still a barrier to U.S. automobile exports to Japan,
U.S. automakers say, are two aspects of Japan's commodity
tax. It is higher for vehicles of sizes that comprise most U.S.
vehicle exports. Also, it is assessed on CIF value of imported
vehicles, creating a significant cost disadvantage since vehicles
manufactured in Japan are taxed at the cheaper ex-factory
price. The Japanese response is that the higher rate of com-
modity tax for larger cars reflects the progressive taxation
system in Japan, and is not intended to discriminate against
imports.

2. Pharmaceuticals

Good progress has been made by the Ministry of
Health and Welfare (MHW) in reducing duplicative testing
requirements and simplifying other procedures in new drug
registration. For example, shorter-term stability test data can
now be filed to support a new drug application; the required
long-term testing can continue in parallel with processing of
the application, thus shortening the time needed for registra-
tion. Only one firm among co-developers of a new drug need
carry out the long-term stability tests, which were previously
required of all. MHW will now accept results of preclinical
studies conducted abroad under Good Laboratory Practices
(GLP) standards, even if they are not part of the data filed for
product approval in the other country. MHW has proposed
new guidelines, quite close to those in the United States and -



Europe, to harmonize preclinical study requirements with
those abroad.

A continuing problem involves transfer of pharmaceu-
tical manufacturing licenses, which embody product owner-
ship rights, from one firm to another in Japan. Such transfer
is allowed at government discretion, on a case-by-case basis
under restrictive conditions. Until 1975, when foreign drug
firms were first allowed to establish majority- or wholly-
owned manufacturing operations in Japan, many licensed
their products to Japanese drug companies. Now, most
foreign firms have set up their own manufacturing sub-
sidiaries in Japan. Their economic feasibility often depends
on transfer of manufacturing rights for the foreign firm's es-
tablished product line from the former Japanese licensee to
the subsidiary. In practice, MHW allows transfer only if the
former licensee fully consents. Transfer of recently registered
products is almost impossible. And there are no clear-cut,
published guidelines for MHW's handling of transfer requests.

Another matter of concern is that in such matters
application for new drug registration in Japan the entire
review process is conducted in private - in contrast to the
public presentations and response to questions allowed drug
companies in most Western countries. This problem is com-
pounded by the lack of an open forum for appeal of regula-
tory decisions regarding pharmaceutical administration.

3. Medical Supplies and Equipment

MHW has opened channels to foreign firms operating
in Japan and has demonstrated its desire to communicate and
to hear their proposals on regulatory issues affecting medical
supplies and equipment. Among recent regulatory changes
that eliminated problems for foreign suppliers, MHW has
begun accepting overseas non-clinical test results (for electri-
cal safety and the like) for new product registration. A simple,
speedy procedure for transfer of product import licenses from
one importer to another in Japan has been adopted, and
approval of partial changes in previously approved products
has been simplified. MHW is considering acceptance of
foreign clinical test data for medical devices if racial differ-
ences among patients are irrelevant, and procedural changes
to simplify and shorten new product registration.

Two key issues remain unresolved. FIfSt, MHW re-
quires that an application for a partial change be filed if an
overseas manufacturer of medical devices wishes to supply
Japan from a plant in a country other than that from which
the item is currently being shipped to Japan - even though
product and manufacturing process are identical in the two
plants.

Second, MHW regards in vitro diagnostic reagents as
pharmaceuticals for registration purposes, despite the fact
that these reagents are chemicals used in laboratory tests and
do not come into contact with the patient. Much of the costly,
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time-consuming testing appropriate for pharmaceuticals is
irrelevant for in vitro reagents. MHW has, however, short-
ened the approval time.

4. Cosmetics

Progress is evident in removing trade barriers in this
field. Registered products being imported are no longer sub-
ject to lengthy MHW testing as they enter Japan. As-yet un-
registered products may now be used in consumer preference
testing in Japan, and larger quantities of unregistered-product
samples can be imported. U.S. animal testing need no longer
be duplicated in Japan, and some product registration proce-
dures have been eliminated or simplified. MHW has estab-
lished an advisory subcommittee with foreign participation,
giving U.S. firms some access to the standards-setting process
for cosmetics.

Slowness of product registration, however, is a continu-
ing source of trade friction. And a major issue that MHW
must face in the future is the question of broadening efficacy
claims for cosmetic products. Despite repeated revision, the
1960 law under which the industry is regulated does not re-
flect technological progress in recent years. As a result, pro-
duct differentiation is difficult in Japn - especially so for
foreign firms now attempting to enter the Japanese market.

S. Agricultural Chemicals

U.S. chemical companies have been concerned about a
1978 directive of the Ministry of Agriculture, Forestry and
Fisheries (MAFF) that almost all toxicology studies (safety
testing) of these products be conducted in public laboratories
in Japan. Among other problems, this would mean expensive
duplication of testing done abroad and would slow product
development due in part to the insufficient number of public
toxicology laboratories in Japan.

MAFF has decided in a spirit of cooperation not to
implement its directive, on the grounds that it was widely
viewed a a trade barrier. Meanwhile, MAFF is drafting
Good Laboratory Practices (OLP) standards as well as new
guidelines for toxicology studies. TSO believes that the final
comb_ination of guidelines and OLP standards will result in
rules acceptable to all parties.

6. Forest Products

Recent events and trends that have removed or reduced
trade barriers against U.S. forest product exports to Japan
include revision of Japan Agricultural Standards (JAS) for
softwood plywood. Annual meetings among the U.S. and
Japanese governments and the forest products industries of
the two countries are now being held to exchange views, and
a continuing dialogue has developed between the Japan
Paper Association and the American Paper Institute. There is
also good evidence of improved market promotion by U.S.
industry associations.
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